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DETAILED ACTION 

1 . The Election filed July 23, 2009 in response to the Office Action of June 24, 2009 
is acknowledged and has been entered. Applicant's election with traverse of Group 5, claims 5, 
10-12 and 17-19, in part, and the species AI066764/lectin, galactoside -binding, soluble, 1 
(galectin-1) is acknowledged. 

Applicants argue that restriction is only proper if the claims of the restricted groups are 
independent or patentably distinct and there would be a serious burden placed on the Office if 
restriction is not required (MPEP §803). The burden is on the Office to provide reasons and/or 
examples to support any conclusion in regard to patentable distinction (MPEP § 803). Moreover, 
when citing lack of unity of invention in a national stage application, the Office has the burden of 
explaining why each group lacks unity with the others (MPEP § 1893.03(d)), i.e. why a single 
general inventive concept is nonexistent. The lack of a single inventive concept must be 
specifically described. 

Applicants argue that the Office alleges that Groups I-X do not relate to a single general 

inventive concept under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or 

corresponding special technical feature for the following reasons: 

The technical feature linking Groups 1-10 appears to be a gene selected from the 
following sequences correlated with the prediction of the postoperative prognosis of 
primary breast cancer. However, Chu et al. (Journal of Biological Chemistry, Vol. 260, 
No. 7, pages 4357-4363, 1985, IDS) teach pro-alpha-1 type 3 collagen, see abstract, p. 
4357. Therefore, the technical feature linking the inventions of Groups 1-10 does not 
constitute a special technical feature as defined by PCT Rule 13.2 as it does not define a 
contribution over the prior art. 

Applicants argue that Annex B of the Administrative Instructions under the PCT, 
paragraph b (Technical Relationship), states, emphasis added: 
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The expression "special technical feature" is defined in Rule 13.2 as meaning those 
technical features that defines a contribution which each of the inventions, considered as 
a whole, makes over the prior art. The determination is made on the contents of the 
claims as interpreted in light of the description and drawings (if any). 

Applicants argue that the Office did not consider the contribution of each invention, as a 
whole, in alleging the lack of a special technical feature. Applicants also respectfully submit that 
the Office has not provided any indication that the contents of the claims interpreted in light of 
the description were considered in making this allegation. Therefore, the Office has not met the 
burden necessary to support the assertion of a lack of unity of the invention. 

Applicants' arguments have been considered, but have not been found persuasive. The 
specification teaches the invention is drawn to a gene correlated with prediction of the 
postoperative prognosis of breast cancer (see page 1) and claims are drawn to different sets of a 
gene correlated with prediction of the postoperative prognosis of breast cancer. Thus, given that 
Chu et al. teach a claimed gene, pro-alpha- 1 type 3 collagen, and intended uses do not 
distinguish the gene from the prior art and given the claims are drawn to a gene from multiple, 
different genes, the finding of lacking of unity is proper furthermore. Furthermore burden of 
search is not the criteria for proper restriction under PCT article 17(3)(a) and 1.476 (c), 37 CFR 
1.475(d). 

Applicants argue that in regard to the election of species requirement, the Office alleges 
that "[t]he species are independent or distinct because as disclosed the different species have 
mutually exclusive characteristics for each identified species. In addition, these species are not 
obvious variants of each other based on the current record. 
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Applicants make no statement regarding the patentable distinctness of the species, but 
note that for restriction to be proper, there must be a patentable difference between the species as 
claimed. MPEP § 808.01(a). The Office has not provided any reasons or examples to support a 
conclusion that the species, as claimed, are indeed patentably distinct. Accordingly, Applicants 
respectfully submit that the restriction is improper, and Applicants' election of species is for 
examination purposes only. 

Applicants argue that the Office has failed to meet the burden necessary in order to 
sustain the requirement for restriction. Applicants therefore request that the requirement for 
restriction be withdrawn. 

Applicants' arguments have been considered, but have not been found persuasive. Given 
that the lack of unit of invention is proper for the reasons set forth above and given that that 
multiple claimed genes are structurally and functionally distinct molecules that are mutually 
exclusive that would required distinct search and examination, the requirement for an election of 
species is proper. For the reasons previously set forth and above the restriction requirement is 
deemed to be proper and is therefore made FINAL. 

2. Claims 1-19 are pending. 

3 . Claims 1-4,6-9, 13-16 have been withdrawn from further consideration by the 
examiner under 37 CFR 1.142(b) as being drawn to non-elected inventions. 

4. Claims 5, 10-12, and 17-19 drawn to the species AI066764/lectin, galactoside- 
binding, soluble, 1 (galectin-1) are currently under consideration. 

Priority 
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5. Receipt is acknowledged of papers submitted under 35 U.S.C. 1 19(a)-(d), which 
papers have been placed of record in the file. 

It is noted that examiner has established a priority date for claims 5, 10-12, and 17-19 of 
the instant application, 10/590,219, of August 24, 2004 because the priority of the instantly 
claimed invention is based on the Japanese application 2004-048593, which has not been 
translated and the Examiner is unable to determine the information in the document. 

If applicant disagrees with any rejection set forth in this action based on examiner's 
establishment of a priority date of August 24, 2004, Applicants are invited to submit a proper 
translation of the priority document and to point to page and line where support can be found 
establishing an earlier priority date. If Applicants choose to file a translation, then the translation 
must be filed together with a statement that the translation of the certified copy is accurate, see 
MPEP 201.15. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

6. Claims 5 and 10 are rejected under 35 U.S.C. 101 because the claimed invention 
is directed to non-statutory subject matter. Claims 5 and 10 as written, do not sufficiently 
distinguish over an AI066764/lectin, galactoside-binding, soluble, 1 (galectin 1) gene as it exists 
naturally because the claims do not particularly point out any non-naturally occurring differences 
between the claimed products and the naturally occurring products. In the absence of the hand 
of man, the naturally occurring products are considered non-statutory subject matter. See 
Diamond v. Chakrabarty, 447 U.S. 303, 206 USPQ 193 (1980). In order to obviate the instant 
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rejection, the Examiner suggests that the claims should be amended to indicate the hand of the 
inventor, e.g., by insertion of "isolated" or "purified" provided the support for such an 
amendment can be identified in the specification as originally filed. See MPEP 2105. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

7. Claims 5, 10-12, and 17-19 are rejected under 35 U.S.C. 1 12, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

The claims are indefinite in the use of in the use of the designations "AI066764" as a 
means of identifying the gene. The use of accession numbers does not satisfy the requirements 
of 35 USC 1 12, second paragraph because accession numbers and the sequences corresponding 
to accession numbers are not unique identifiers required for genes/nucleic acid sequences 
because they can be modified, changed, and/or updated, and thus the cited sequence may vary or 
change over time. Thus, identifying a molecule by accession number does not provide a reliable 
unique identifier. Amendment of the claims to refer solely to galectin-1 would obviate this 
rejection. 

Additionally, the parentheses around "node negative" in claim 5 render the claim 
indefinite because it is unclear whether the parenthetical limitations are part of the claimed 
invention. Removal of the parentheses around "node negative" would obviate this rejection. 

Furthermore, as drawn to claims 17-19 the term "a reagent using as a marker the gene 
and/or probe. . . " is indefinite as it unclear how the reagent is using the gene and/or probe. 
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Amendment of the claim to a "a reagent comprising a marker the gene and/or probe. . ." would 
obviate this rejection. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in this 
or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a primed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

8. Claims 5 and 10-12 are rejected under 35 U.S.C. 102(a) as being anticipated by 
Nagahata et al. (Cancer Sci., March 2004, 95: 218-225, IDS). 

It is noted that the recitation of "gene selected from the following sequences correlated 
with prediction of the postoperative prognosis, in (node-negative)(n0) breast cancer with no 
metastasis to a lymph node" in Claims 5 and 10-12 is merely suggestive of an intended use that 
does not result in a structural difference between the claimed invention and the prior art in order 
to patentably distinguish the claimed invention from the prior art and thus is not given weight for 
comparison of the claims with the prior art. 

Additionally it is noted that in the absence of a limiting definition of a fiber type 
microarray, any microarray is a fiber type microarray. 

Nagahata et al. teach construction of a cDNA microarray comprising 25,344 cDNAs for 
the prediction of prediction of postoperative prognosis of estrogen receptor negative breast 
cancer, see Title, Abstract, and p.219. 
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Although the reference does not specifically state that the microarray comprised a probe 
for galectin-1, given that article was co-authored by the three inventors of the instant application 
prepared with the same method of preparation using the same number of cDNAs (see p. 29-lines 
1-5 of the specification and p. 219 of Nagahata et al.) the claimed product appears to be the same 
as the prior art product, absent a showing of unobvious differences. The office does not have the 
facilities and resources to provide the factual evidence needed in order to establish that the 
product of the prior art does not possess the same material, structural and functional 
characteristics of the claimed product. In the absence of evidence to the contrary, the burden is 
on the applicant to prove that the claimed method is different from those taught by the prior art 
and to establish patentable differences. See In re Best 562F.2d 1252, 195 USPQ 430 (CCPA 
1977). 

9. Claims 5 and 10-12 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Mackay et al. (Oncogene May 1, 2003 22: 2680-8). 

It is noted that the recitation of "gene selected from the following sequences correlated 
with prediction of the postoperative prognosis, in (node-negative)(n0) breast cancer with no 
metastasis to a lymph node" in Claims 5 and 10-12 is merely suggestive of an intended use that 
does not result in a structural difference between the claimed invention and the prior art in order 
to patentably distinguish the claimed invention from the prior art and thus is not given weight for 
comparison of the claims with the prior art. 

Additionally it is noted that in the absence of a limiting definition of a fiber type 
microarray, any microarray is a fiber type microarray. 
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Mackay et al. teach a cDNA microarray comprising probes for galectin-1, see Abstract, 
Table 1, and Materials and Methods. 

10. Claims 5 and 10 are rejected under 35 U.S. C. 102(b) as being anticipated by 
Soares et al. (GenBank: AI066764.1, ov25h01.xl, August 13, 1998). 

It is noted that the recitation of "gene selected from the following sequences correlated 
with prediction of the postoperative prognosis, in (node-negative)(n0) breast cancer with no 
metastasis to a lymph node" in Claims 5 and 10 is merely suggestive of an intended use that does 
not result in a structural difference between the claimed invention and the prior art in order to 
patentably distinguish the claimed invention from the prior art and thus is not given weight for 
comparison of the claims with the prior art. 

Soares et al. teach AI066764.1 which can be a probe for the galectin-1 gene. 

1 1 . Claims 5 and 10 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Couraud et al. (NM 002305, galectin-1, LGALS1 March 1999). 

It is noted that the recitation of "gene selected from the following sequences correlated 
with prediction of the postoperative prognosis, in (node-negative)(n0) breast cancer with no 
metastasis to a lymph node" in Claims 5 and 10 is merely suggestive of an intended use that does 
not result in a structural difference between the claimed invention and the prior art in order to 
patentably distinguish the claimed invention from the prior art and thus is not given weight for 
comparison of the claims with the prior art. 

Couraud et al. teach NM 002305/ galectin-1/ LGALS1 which can be a probe for the 
galectin-1 gene. 
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12. Claims 5, 10-12, and 17-19 are rejected under 35 U.S.C. 102(b) as being 
anticipated by US Pat App. Pub. 2003/0087251 (Kurn May 8, 2003). 

It is noted that the recitation of "gene selected from the following sequences correlated 
with prediction of the postoperative prognosis, in (node-negative)(n0) breast cancer with no 
metastasis to a lymph node" in Claims 5 and 10-12 and "A diagnosis kit for the postoperative 
prognosis of breast cancer" is merely suggestive of an intended use that does not result in a 
structural difference between the claimed invention and the prior art in order to patentably 
distinguish the claimed invention from the prior art and thus is not given weight for comparison 
of the claims with the prior art. 

US Pat App. Pub. 2003/0087251 teach detection of LGALS1 (galectin-1, see Couraud et 
al.) in human colon tumor RNA by PCR amplification. See Example 5, Fig. 10, and para. 0443. 
US Pat App. Pub. 2003/008725 1 teaches making microarrays and fiber microarrays with probes 
for the amplification products of the invention, see paras. 0048-0050, 0125, 0242, and 0276 and 
claims 120 and 128. US Pat App. Pub. 2003/0087251 teaches kits comprising the microarrays of 
the invention, para. 0074, 00274-0290. 

13. No claims allowed. 

14. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to PETER J. REDDIG whose telephone number is (571)272-9031. 
The examiner can normally be reached on M-F 8:30 a.m.-5:00 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Helms Larry can be reached on (571) 272-0832. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Peter J Reddig/ 
Examiner, Art Unit 1642 



